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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 

21  CFR  Part  105 

[Docket  No.  80N-0025] 

Infant  Formulas;  Public  Meeting  and 
Public  Hearing 

agency:  Food  and  Drug  Administration. 
action:  Notice  of  Meeting  and  Public 
Hearing. 

summary:  The  Food  and  Drug 
Administration  (FDA)  aimounces  two 
proceedings,  an  open  public  meeting  and 
an  informal  public  hearing,  to  consider 
the  need  for  new  or  revised  regulatory 
requirements  regarding  the  manufacture, 
processing,  labeling,  nutrient 
composition,  and  clinical  testing  of 
infant  formulas.  These  issues  are  under 
consideration  primarily  because  of 
recent  incidents  of  infant  illness 
associated  with  an  insufficiency  of 
chloride,  an  essential  nutrient,  in  certain 
soy  protein-based  infant  formulas. 
date:  The  public  meeting  will  begin  at  9 
a.m.  on  February  19, 1980,  and  will  be 
continued  on  February  20,  if  necessary. 

The  public  hearing  will  begin  at  9  a.m. 
on  March  12. 1980,  and  will  be  continued 
on  March  13,  if  necessary.  Written 
notices  of  participation  must  be  received 
by  February  28, 1980.  Applications  for 
reimbursement  by  February  25, 1980. 
ADDRESS:  Both  proceedings  will  be  held 
in  the  main  auditorium  of  the  HEW 
Bldg.,  330  Independence  Ave.  SW., 
Washington,  DC  20201. 

Although  not  required,  written  notices 
of  participation  in  the  public  meeting 
will  be  useful  to  FDA  for  planning  and 
conducting  the  meeting  and  should  be 
sent  to  the  contact  person  indicated  in 
this  notice. 

Written  notices  of  participation  in  the 
public  hearing  are  required.  Written 
notices  of  participation  and  applications 
for  reimbursement  should  be  submitted 
to  the  Hearing  Clerk  (HFA-305),  Food 
and  Drug  Administration,  Rm.  4-€5,  5600 
Fishers  Lane,  Rockville,  MD  20857. 

FOR  FURTHER  INFORMATION  CONTACT: 
Victor  P.  Frattali,  Bureau  of  Foods  (HFF- 
202),  Food  and  Drug  Administration, 
Department  of  Health,  Education,  and 
Welfare,  200  C  St  SW^  Washington,  DC 
20204,  202-245-1561. 

SUPPLEMENTARY  INFORMATION:  Recently, 
a  major  manufacturer  of  soy  protein- 
based  infant  formulas  initiated 
reformulation  procedures  which  resulted 
in  products  containing  an  inadequate 
amount  of  chloride,  an  essential 


nutrient  In  late  July  and  early  August 
1979,  a  number  of  cases  of 
hypochloremic  metabolic  alkalosis,  an 
abnormal  condition  generally 
characterized  in  infants  by  a  failure  to 
thrive,  were  foimd  by  several 
pediatricians  to  be  associated  with 
prolonged  exclusive  use  of  the  chloride- 
deficient  soy  protein-based  infant 
formulas.  In  an  attempt  to  prevent  the 
recurrence  of  this  type  of  problem,  FDA 
is  convening  a  public  meeting  and  a 
public  hearing  to  discuss,  among  other 
things,  the  types  and  frequency  of  tests 
which  infant  formula  manufacturers 
should  conduct  to  ensure  product  safety 
and  quality,  the  adequacy  of  the  nutrient 
composition  of  infant  formulas  and  the 
need  for  clinical  testing  before 
marketing  new  infant  formulas  of 
following  reformulation  of  existing 
infant  formulas.  Testimony  and  othbr 
information  derived  from  these  public . 
proceedings  will  be  used  to  assist  FDA 
in  developing  proposed  quality 
assurance  and  quality  control 
regulations  for  infant  formulas,  revising 
the  existing  regulation  concerning 
nutrient  composition  of  infant  formulas 
(21  CFR  105.65),  and  considering  the 
matter  of  clinical  testing  of  infant 
formulas.  Materials  related  to  the  issues 
involved  in  these  proceedings  are  on  file 
with  the  Hearing  Clerk,  Food  and  Drug 
Administration. 

A  brief  background  paper  on  the 
history,  safety,  composition,  and 
regulatory  scheme  for  infant  formulas  is 
being  prepared  by  the  Life  Sciences 
Research  Office  of  the  Federation  of 
American  Societies  for  Experimental 
Biology  under  contract  wiffi  FDA,  and 
will  be  available  at  these  proceedings. 
Requests  for  advance  single  copies  of 
the  background  paper  may  be  addressed 
to  the  contract  person  indicated  above, 
and  will  be  honored  as  soon  as  the 
paper  is  available. 

The  Committee  on  Nutrition  of  the 
American  Academy  of  Pediatrics,  also 
under  contract  with  FDA,  has  been 
requested  to  review  the  need  for 
revision  of  its  1976  guidelines  on  the 
nutrient  characteristics  of  infant 
formulas  [Pediatrics  57:278-285, 1976) 
and  to  provide  their  views  on  the  need 
for  clinical  testing  of  new  and 
reformulated  formulas.  Receipt  by  FDA 
of  the  results  of  these  reviews  is 
anticipated  before  the  public  meeting. 

Public  meeting.  The  public  meeting 
will  be  held  in  accordance  with  Part  10 
of  the  FDA  procedural  regulations  (21 
CFR  10.65(b))  and  will  be  open  to  all 
interested  persons.  The  meeting  is 
scheduled  to  start  at  9  a.m.  on  February 
19, 1980,  in  the  auditoriiun  of  the  HEW 
Bldg.,  330  Independence  Ave.,  SW., 


Washington,  DC  22201,  and  will  be 
continued  on  the  following  day,  if 
necesssary,  to  accommodate  full 
participation  by  all  interested  parties. 
This  meeting  will  be  transcribed  and 
will  be  chaired  by  Dr.  Sanford  Miller, 
Director,  Bureau  of  Foods,  FDA.  The 
issues  for  consideration  are  being 
limited  to:  quality  assurance  and  quality 
control  procedures,  and  processing  unit 
operations  in  the  manufacture  and 
packaging  of  infant  formulas  (liquid  and 
dry):  the  need  for  clinical  testing  of  new 
and  reformulated  products;  and  the 
desirability  of  open  dating  labeling 
requirements.  FDA  is  solely  interested  in 
seeking  information  from  individuals  or 
organizations  on  current  practices  and 
needs,  including  benefits  and 
limitations,  for  the  topics  indicated 
above.  A  few  brief  presentations  from 
the  public,  the  medical  commimity,  and 
industry  may  be  solicited  by  FDA  to 
open  the  meeting.  The  greater  part  of  the 
time  allotted  for  the  meeting,  however, 
will  be  open  for  comment  by  consumers, 
trade  associations,  industry 
representatives,  the  scientific  and 
medical  community,  and  any  other 
interested  party.  Although  not  required, 
written  notices  of  participation  will  be 
most  helpful  for  determining  equitable 
time  allotments  among  those  who  wish 
to  present  their  views. 

Persons  who  desire  to  make 
presentations  are  u^ed  to  notify  the 
contact  person  at  the  address  and  phone 
number  given  above  by  close  of 
business  Friday  15. 1980,  and  indicate 
the  amount  of  time  desired.  A  maximum 
of  5  to  15  minutes  per  presentation  may 
be  imposed  unless  more  time  can  be 
Justified.  Although  not  mandatory,  FDA 
encourages  presubmission  of  the  written 
texts  of  oral  presentations.  Although 
FDA  will  schedule  presentations  of 
those  participants  who  request  to 
participate  in  advance,  ample  time  will 
be  provided  for  presentations  by  all 
individuals,  whether  or  not  prior 
notification  of  their  intent  to  participate 
has  been  received. 

Public  hearing.  The  informal  public 
hearing  will  be  held  in  accordance  with 
Part  15  of  the  FDA  procedural 
regulations  (21  CFR  Part  15).  The  Clearing 
is  scheduled  to  start  at  9  a.m.  on  March 
12, 1980,  in  the  auditorium  of  the  HEW 
Bldg.,  330  Independence  Ave.,  SW., 
Washington,  DC  20201,  and  will  be 
continued  on  the  following  day,  if 
necessary.  The  issues  for  consideration 
at  the  hearing  are  being  limited  to  the 
adequacy  of  the  ciurent  nutrient 
composition  of  infant  formulas  and 
whether  revisions  of  the  existing 
regulation  in  Part  105  on  infant  foods  (21 
CFR  105.65)  are  necessary.  FDA  is 
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seeking  comment,  particularly  scientific 
justification,  for  changes  in  the  current 
regulation. 

Persons  desiring  to  make  an  oral 
presentation  at  this  hearing  or  who 
desire  to  submit  a  written  statement 
must  file  a  written  notice  of 
participation  by  February  29, 1980,  with 
the  Hearing  Clerk  (HFA-SOsj,  Food  and 
Drug  Administration.  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20857.  The 
notice  of  participation  should  be 
identified  with  Ae  Docket  No.  80N-0025 
and  contain  the  following  information: 

1.  Name,  address,  and  telephone 
number  of  person  desiring  to  make  a 
presentation  and/or  to  submit  written 
comments; 

2.  Business  or  organizational 
affiliation,  if  any, 

3.  Topic(s)  of  presentation;  and 

4.  Number  of  minutes  required  for  an 
oral  presentation  (maximum  of  15 
minutes,  imless  more  time  can  be 
justified). 

A  schedule  of  presentations  for  the 
hearing  will  be  mailed  to  each  person 
who  files  a  notice  of  participation  and 
will  also  be  available  from  the  Hearing 
Clerk.  Time  permitting,  persons  not 
formally  scheduled  to  make  a 
presentation  may  be  allowed  to  make  a 
presentation  at  the  discretion  of  the 
presiding  officer.  Individuals  and 
organizations  with  common  interests  are 
urged  to  consolidate  their  presentations. 
Formal  written  statements  or  extensions 
of  remarks  (preferably  four  copies)  may 
be  presented  to  the  presiding  officer  on 
the  day  of  the  hearing  for  inclusion  in 
the  hearing  record  of  this  proceeding. 

FDA  has  established  a  pilot  program 
for  financial  assistance  to  participants 
in  certain  agency  proceedings,  including 
hearings  under  Part  15.  This  program  is 
described  in  regulations  that  were 
published  in  the  Federal  Register  of 
October  12, 1979  (44  FR  59174)  and  that 
became  effective  on  October  25, 1979  (44 
FR  72585;  December  14, 1979).  Subject  to 
the  availability  of  funds  and  other 
factors,  FDA  may  reimburse  participants 
meeting  the  criteria  set  forth  in  these 
regulations  for  certain  costs  of 
participating  in  this  proceeding.  For 
more  information  regarding  the 
reimbursement  program,  contact  Ron 
Wylie,  Office  of  Consumer  Affairs  (HF- 
70),  Food  and  Drug  Administration, 
Department  of  Health,  Education,  and 
Welfare.  5600  Fishers  Lane,  Rockville, 
MD  20857,  301-443-2932.  Although 
reimbursement  may  be  made  available 
for  hearings,  such  as  this,  under  Part  15, 
the  program's  priority  will  be  given  to 
funding  participation  in  formal 
evidentiary  public  hearings  under  Part 
12  or  public  boards  of  inquiry  under  Part 


13  of  FDA's  regulations  (21  CFR  Parts  12 
or  13). 

Applications  for  reimbursement  must 
be  filed  by  February  25, 1980,  in 
accordance  with  §  10.210  (44  FR  59186; 
October  12. 1979). 

Dated:  January  23, 1980. 

Jere  E.  Goyan, 

Commissioner  of  Food  and  Drugs. 

(FR  Doc.  80-2829  Filed  1-28-80;  8:45  am] 
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